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The examiner has taken official notice of various facts in the previous office action. In 
the instant response, applicant has not challenged these facts, and thus these officially noticed 
facts are taken to be admitted prior art (see MPEP 2144.03(C)). The examiner notes the 
submission of the terminal disclaimers in the response to the obviousness type double patenting 
rejections of the previous office action. However, as the disclaimers have not yet been 
processed, the rejections must remain in place until such time as they are processed. The 
examiner has submitted a request that the disclaimers be processed 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

The amendment filed February 7, 2005 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material which is not 
supported by the original disclosure is as follows: "wherein said energy delivery portion is 
locatable at any position within said distal end portion to delivery ablative energy through said 
any position". 

Applicant is required to cancel the new matter in the reply to this Office Action. 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 107-94 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
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art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. The originally filed disclosure is silent on "wherein said energy delivery portion is 

locatable at any position within said distal end portion to delivery ablative energy through said 
any position". 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 20-22, 49-54, 59-69, 96, 97, 100-105, and 282 are rejected under 35 U.S.C. 1 12, 
second paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

In claims 20-22, 49-54, 59-69, 96, 97, and 100-105, "the step of providing...." lacks 
positive antecedent basis. Further it is unclear what difference on scope exists between claims 
60 and 96. In claim 282 "the flexible tubular member" lacks positive antecedent basis. 

Claim 106 is rejected under 35 U.S.C. 102(b) as being clearly anticipated by Costello et 

al. 

Claims 106 and 107, are rejected under 35 U.S.C. 102(b) as being clearly anticipated by 
Bednarek et al. 

See Figures 1-8 and column 5, line 15 to column 13, line 5, especially column 9, line 54 
to column 12, line 15. 

Claim 225, 240, 243, 246, 248, 249, 253, 293-295, and 297 are rejected under 35 
U.S.C, 102(e) as being clearly anticipated by Sinofsky et al. 

See Figures 1-7 and column 8, line 34 to column 4, line 25. 
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Claims 1, 5, 9-11, 14-16, 25-33, 40-54, 58-69, 71, 72, 86, 87, 89-91, 96, 97, 100-105, 
296, 298, and 299 are rejected under 35 U.S.C. 103(a) as being unpatentable over Bednarek et al 
in combination with Sinofsky et al. Bednarek et al teach a method such as claimed (see Figures 
1-8 and column 12, lines 15-29) except the maintaining of rotational alignment. Sinofsky et al 
teach a cardiac ablation device employing a slidably positionable ablation element with a 
rotationally asymmetric cross section positioned in sheath in a lumen with a complimentary 
shape wherein the energy can be directionalized. It would have been obvious to the artisan of 
ordinary skill to employ the rotationally asymmetric cross section lumen and ablative element of 
Sinofsky et al in the method of Bednarik et al, since this would enable less energy to be used in 
the procedure, since more of it would be directed towards the tissue while assuring that the 
operative direction could be reliably pointed towards the tissue of interest, or to include the 
various types of ablation energy and the various procedural steps of Bednarik et al in the method 
of Sinofsky et al, since the various energies are equivalents, as taught by Bednarik et al and 
Sinofsky et al do not elucidate the procedural steps required to approach the heart intravenously, 
to employ the jugular vein, since this is a large vessel in the neck, and to configure the ablative 
element to directionalize the energy or employ an cryosurgical element, since this does not 
manipulatively affect the method, thus producing a method such as claimed. 

Claims 5-8, 12, 13, 17-22, 25-33, 40-42, 46-54, 58-72, 78, 79, 105, 225, 229-242, 244, 

* 

245, 247, 250-252, 254, 255, 282, 284-292, and 300 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bednarek et al in combination with Sinofsky et al as applied to claims 1,5,9- 
11, 14-16, 25-33, 40-54, 58-69, 71, 72, 86, 87, 89-91, 96, 97, 100-105, 296, 298, and 299 above, 
and further in combination with Cox et al (WO ' 1 87) and the admitted prior art of including a 
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cutting member on the distal end of the sheath, since this would allow the cut to be made without 
introducing an additional tool, thus simplifying the procedure, as simplification is desirable; 
employing a key to enable the surgeon to recognize the orientation of the surgical device, since 
this is a notorious orientation indicator in the art; to sense the temperature, since this notorious in 
ablation systems; to sense contact between the device and the tissue to be ablated, since this is 
notorious for ablating in sensitive organs such as the heart; and to apply energy to assure that the 
ablation has been effective; and performing a portion of a bypass graft procedure before or after 
forming one lesion, since bypass procedures are sometimes performed in conjunction with 
ablation procedures. Cox et al (WO '187) teach the equivalence of laser, ultrasound, microwave, 
and cryosurgical energies as means of ablation, ablating tissue of the heart through a hole in the 
chest wall, use of a malleable end which can be pre-shaped; use of a sheath with a cut out 
window; and various manipulations of the device including ablating around the pulmonary vein, 
ablating on the epicardium, and positioning the device in three or more positions! It would have 
been obvious to the artisan of ordinary skill to employ the maze procedure and ablation means of 
Cox et al (WO '187) in the combined method of Bednarek et al in combination with Sinofsky et 
al, or to employ the particular ablation steps of the combined teachings of Bednarek et al in 
combination with Sinofsky et al in the method of Cox et al (WO '187) since Cox et al (WO '187) 
teach no particular form for the non-cryogenic ablation elements; to employ the various non 
cryogenic directional ablation element features claimed since these are merely a matter of choice 
and provides no unexpected result and are known means for providing the desirable functions of 
Cox et al (WO ' 1 87), such as directionality with these equivalent forms of ablation energy 
discussed by Cox et al (WO '187); to include a cutting member on the distal end of the sheath, 
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since this would allow the cut to be made without introducing an additional tool, thus simplifying 
the procedure, as simplification is desirable, official notice of which is hereby taken; as well as to 
position the device adjacent to or in contact with the oblique or transverse sinuses as these are 
both structures associated with pulmonary veins and would be contacted in conjunction with the 
procedure shown in figure 21 of Cox et al (WO '187); to employ a key to enable the surgeon to 
recognize the orientation of the surgical device, since this is a notorious orientation indicator in 
the art; to sense the temperature, since this notorious in ablation systems; to sense contact 
between the device and the tissue to be ablated, since this is notorious for ablating in sensitive 
organs such as the heart; to apply energy to assure that the ablation has been effective since this 
is also notorious in the art; official notice of all of these having already been taken and to 
perform a portion of a bypass graft procedure before or after forming one lesion,*since bypass 
procedures are sometimes performed in conjunction with ablation procedures official notice of 
which is hereby taken thus producing a method such as claimed. 

Claims 70-79 are rejected under 35 U.S.C. 103(a) as being unpatentable over Bednarek et 
al in combination with Sinofsky et al and Cox et al (WO '187) as applied to claims 5-8, 12, 13, 
17-22, 25-33, 40-42, 46-54, 58-72, 78, 79, 105, 225, 229-242, 244, 245, 247, 250-252, 254, 255, 
282, 284-292, and 300 above, and further in combination with Swanson et al. Swanson et al 
teach using temperatures sensors to control ablation and electrodes to pace, map, etc. the heart in 
a maze procedure wherein the pulmonary vein is encircled. It would have been obvious to the 
artisan of ordinary skill to employ the sensors and the pulmonary vein encircling device in the 
combined method of Bednarek et al in combination with Sinofsky et al and Cox et al (WO ' 1 87), 
since this would enable the performance of beneficial cardiac procedures such as maze or to 
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employ the longitudinally translatable ablation element of the combined method of Bednarek et 

al in combination with Sinofsky et al and Cox et al (WO '187) in the method of Swanson et al, 
since this can create longer lesions with a single ablation element, this producing a method such 
as claimed. 

Claims 80-91 are rejected under 35 U.S.C. 103(a) as being unpatentable over Bednarek et 

al in combination with Sinofsky et al and Cox et al (WO '187) as applied to claims 5-8, 12, 13, 

17-22, 25-33, 40-42, 46-54, 58-72, 78, 79, 105, 225, 229-242, 244, 245, 247, 250-252, 254, 255, 

282, 284-292, and 300 above, and further in view of Kesten et al. Kesten et al teach delivering 

ablation devices with a pre-shaped sleeve to reach the ventricles via peripheral veins. It would 

have been obvious to the artisan of ordinary skills to employ the sheath, delivering route, and 

treatment region of Kesten et al in the combined method Bednarek et al in combination with 

Sinofsky et al and Cox et al (WO 5 1 87) or to employ the directional slidable probe in a sheath of 

the combined method of Bednarek et al in combination with Sinofsky et al and Cox et al (WO 

'187) in the method of Kesten et al, since this would allow the treatment of an elongated area 

without repositioning the device and in either case to treat one of the atria or ventricles since 

these chambers are the site of beneficial treatments, official notice of which has already been 

taken and to employ an alternate access route such as the jugular or subclavian vein, since these 

are recognized catheter insertion routes in the art, official notice of which has already been taken, 

thus producing a method such as claimed. 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
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F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970); and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 1, 5-22, 25-33, 40-54, 58-91, 96, 97, 100-107, 225, 229-255, 282, and 284-300 
are rejected under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over claims 1-12 of U.S. Patent No. 7,033,352. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because the claims of the patent 
anticipate the claims of the application. Accordingly, instant application claims are not 
patentably distinct from the patent claims. Here, the patent claims require elements A, B, C, and 
D while instant application claim 1 only requires elements A, B, and C. Thus it is apparent that 
the more specific patent claims encompass the instant application claims. Following the 
rationale in In ire Goodman cited in the preceding paragraph, where applicant has once been 
granted a patent containing a claim for the specific or narrower invention, applicant may not then 
obtain a second patent with a claim for the generic or broader invention without first submitting 
an appropriate terminal disclaimer. 

Claims 1, 5-22, 25-33, 40-54, 58-91, 96, 97, 100-107, 225, 229-255, 282,<and 284-300 
are rejected under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over claims 1-8 of U.S. Patent No. 6,962,586. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because the claims of the patent 
anticipate the claims of the application. Accordingly, instant application claims are not 
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patentably distinct from the patent claims. Here, the patent claims require elements A, B, C, and 
D while instant application claim 1 only requires elements A, B, and C. Thus it is apparent that 

the more specific patent claims encompass the instant application claims. Following the 

rationale in In re Goodman cited in the preceding paragraph, where applicant has once been 

granted a patent containing a claim for the specific or narrower invention, applicant may not then 

obtain a second patent with a claim for the generic or broader invention without first submitting 

an appropriate terminal disclaimer. 

Claims 1, 5-22, 25-33, 40-54, 58-91, 96, 97, 100-107, 225, 229-255, 282, and 284-300 

are rejected under the judicially created doctrine of obviousness-type double patenting as being 

unpatentable over claims 6-13, 19-64, and 68 of U.S. Patent No. 6,673,068. Although the 

* 

conflicting claims are not identical, they are not patentably distinct from each other because the 
claims of the patent anticipate the claims of the application. Accordingly, instant application 
claims are not patentably distinct from the patent claims. Here, the patent claims require 
elements A, B, C, and D while instant application claim 1 only requires elements A, B, and C. 
Thus it is apparent that the more specific patent claims encompass the instant application claims. 
Following the rationale in In re Goodman cited in the preceding paragraph, where applicant has 
once been granted a patent containing a claim for the specific or narrower invention, applicant 
may not then obtain a second patent with a claim for the generic or broader invention without 
first submitting an appropriate terminal disclaimer. 

Claims 1, 5-22, 25-33, 40-54, 58-91, 96, 97, 100-107, 225, 229-255, 282, and 284-300 
are rejected under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over claims 1-29 of U.S. Patent No. 6,312,427. Although the conflicting claims are 
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not identical, they are not patentably distinct from each other because the claims of the patent 
anticipate the claims of the application. Accordingly, instant application claims are not 
patentably distinct from the patent claims. Here, the patent claims require elements A, B 5 C, and 
D while instant application claim 1 only requires elements A, B, and C. Thus it is apparent that 
the more specific patent claims encompass the instant application claims. Following the 
rationale in In re Goodman cited in the preceding paragraph, where applicant has once been 
granted a patent containing a claim for the specific or narrower invention, applicant may not then 
obtain a second patent with a claim for the generic or broader invention without first submitting 
an appropriate terminal disclaimer. 

Claims 1, 5-22, 25-33, 40-54, 58-91, 96, 97, 100-107, 225, 229-255, 282, and 284-300 
are rejected under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over claims 12, 13, 15, 16, 18, and 19 of U.S. Patent No. 6,245,062. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
claims of the patent anticipate the claims of the application. Accordingly, instant application 
claims are not patentably distinct from the patent claims. Here, the patent claims require 
elements A, B, C, and D while instant application claim 1 only requires elements A, B, and C. 
Thus it is apparent that the more specific patent claims encompass the instant application claims. 
Following the rationale in In re Goodman cited in the preceding paragraph, where applicant has 
once been granted a patent containing a claim for the specific or narrower invention, applicant 
may not then obtain a second patent with a claim for the generic or broader invention without 
first submitting an appropriate terminal disclaimer. 
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Claims 1, 5-22, 25-33, 40-54, 58-91, 96, 97, 100-107, 225, 229-255, 282, and 284-300 
are provisionally rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1, 5, 22, 43, 47-49, 53, 54, 97, and 1 16 of U.S. 
Patent Application No. 10/21 1,685. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the claims of the copending application 
anticipate the claims of the instant application, as the use of the device would read on the 
method. Accordingly, instant application claims are not patentably distinct from the copending 
application claims. Here, the copending application claims require elements A, B 5 C, and D 
while instant application claims only requires elements A, B, and C. Thus it is apparent that the 
more specific copending application claims encompass the instant application claims. Following 
the rationale in In re Goodman cited in the preceding paragraph, where applicant has once been 
granted a patent containing a claim for the specific or narrower invention, applicant may not then 
obtain a second patent with a claim for the generic or broader invention without first submitting 
an appropriate terminal disclaimer. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claims 1, 5-22, 25-33, 40-54, 58-91, 96, 97, 100-107, 225, 229-255, 282, and 284-300 
are. provisionally rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1, 8, and 14-17 of U.S. Patent Application No. 
10/253,737. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the claims of the copending application anticipate the claims of the 
instant application, as the use of the device would read on the method. Accordingly, instant 
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application claims are not patentably distinct from the copending application claims. Here, the 
copending application claims require elements A, B, C, and D while instant application claims 
only requires elements A, B, and C. Thus it is apparent that the more specific copending 
application claims encompass the instant application claims. Following the rationale in In re 
Goodman cited in the preceding paragraph, where applicant has once been granted a patent 
containing a claim for the specific or narrower invention, applicant may not then obtain a second 
patent with a claim for the generic or broader invention without first submitting an appropriate 
terminal disclaimer. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claims 1, 5-22, 25-33, 40-54, 58-91, 96, 97, 100-107, 225, 229-255, 282, and 284-300 
are provisionally rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1 and 15-42 of U.S. Patent Application No. 
10/348,256. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the claims of the copending application anticipate the claims of the 
instant application, as the use of the device would read on the method. Accordingly, instant 
application claims are not patentably distinct from the copending application claims. Here, the 
copending application claims require elements A, B, C, and D while instant application claims 
only requires elements A, B, and C. Thus it is apparent that the more specific copending 
application claims encompass the instant application claims. Following the rationale in In re 
Goodman cited in the preceding paragraph, where applicant has once been granted a patent 
containing a claim for the specific or narrower invention, applicant may not then obtain a second 
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patent with a claim for the generic or broader invention without first submitting an appropriate 
terminal disclaimer. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claims 1, 5-22, 25-33, 40-54, 58-91, 96, 97, 100-107, 225, 229-255, 282, and 284-300 
are provisionally rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-72 of U.S. Patent Application No. *1 0/897,232. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the claims of the copending application anticipate the claims of the instant application, 
as the use of the device would read on the method. Accordingly, instant application claims are 
not patentably distinct from the copending application claims. Here, the copending application 
claims require elements A, B, C, and D while instant application claims only requires elements 
A, B, and C. Thus it is apparent that the more specific copending application claims encompass 
the instant application claims. Following the rationale in In re Goodman cited in the preceding 
paragraph, where applicant has once been granted a patent containing a claim for the specific or 
narrower invention, applicant may not then obtain a second patent with a claim for the generic or 
broader invention without first submitting an appropriate terminal disclaimer. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Applicant's arguments filed July 17, 2006 have been fully considered but they are not 
persuasive. The arguments are not persuasive for the reasons set forth above. 
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Applicant's arguments with respect to claims 1, 5-22, 25-33, 40-54, 58-91, 96, 97, 100- 
107, 225, 229-255, 282, and 284-300 have been considered but are moot in view of the new 
ground(s) of rejection. 

Any inquiry concerning this communication or earlier communications from the 



examiner should be directed to david shay whose telephone number is (571) 272-4773. The 
examiner can normally be reached on Tuesday through Friday from 6:30 a.m. to 5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II, can be reached on Monday, Tuesday, Wednesday, Thursday, and 
Friday. The fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http ://pa i r-d i rec t . u s pto . gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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